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pilot plant production, teaching, or
chemical analysis, and who do not sell
these products.

PART 720—VOLUNTARY FILING OF
COSMETIC PRODUCT INGREDI-
ENT AND COSMETIC RAW MATE-
RIAL COMPOSITION STATEMENTS

Sec.
720.1 Who should file.
720.2 Times for filing.
720.3 How and where to file.
720.4 Information requested about cosmetic

products.
720.5 [Reserved]
720.6 Amendments to statement.
720.7 Notification of person submitting cos-

metic product ingredient statement.
720.8 Confidentiality of statements.
720.9 Misbranding by reference to filing or

to statement number.

AUTHORITY: Secs. 201, 301, 601, 602, 701, 704
of the Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 321, 331, 361, 362, 371, 374).

SOURCE: 39 FR 10060, Mar. 15, 1974, unless
otherwise noted.

§ 720.1 Who should file.
Either the manufacturer, packer, or

distributor of a cosmetic product is re-
quested to file Form FDA 2512 (‘‘Cos-
metic Product Ingredient Statement’’),
whether or not the cosmetic product
enters interstate commerce. This re-
quest extends to any foreign manufac-
turer, packer, or distributor of a cos-
metic product exported for sale in any
State as defined in section 201(a)(1) of
the Federal Food, Drug, and Cosmetic
Act. No filing fee is required.

[57 FR 3129, Jan. 28, 1992]

§ 720.2 Times for filing.
Within 180 days after forms are made

available to the industry, Form FDA
2512 should be filed for each cosmetic
product being commercially distrib-
uted as of the effective date of this
part. Form FDA 2512 should be filed
within 60 days after the beginning of
commercial distribution of any product
not covered within the 180-day period.

[57 FR 3129, Jan. 28, 1992]

§ 720.3 How and where to file.
Forms FDA 2512 and FDA 2514 (‘‘Dis-

continuance of Commercial Distribu-
tion of Cosmetic Product Formula-

tion’’) are obtainable on request from
the Food and Drug Administration, De-
partment of Health and Human Serv-
ices, Washington, DC 20204, or at any
Food and Drug Administration district
office. The completed form should be
mailed or delivered to: Cosmetic Prod-
uct Statement, Food and Drug Admin-
istration, Department of Health and
Human Services, Washington, DC 20204,
according to the instructions provided
with the forms.

[57 FR 3129, Jan. 28, 1992]

§ 720.4 Information requested about
cosmetic products.

(a) Form FDA–2512 requests informa-
tion on:

(1) The name and address, including
post office ZIP code of the person
(manufacturer, packer, or distributor)
designated on the label of the product.

(2) The name and address, including
post office ZIP code, of the manufac-
turer or packer of the product if dif-
ferent from the person designated on
the label of the product, when the man-
ufacturer or packer submits the infor-
mation requested under this paragraph.

(3) The brand name or names of the
cosmetic product.

(4) The cosmetic product category or
categories.

(5) The ingredients in the product.
(b) The person filing Form FDA–2512

should:
(1) Provide the information requested

in paragraph (a) of this section.
(2) Have the form signed by an au-

thorized individual.
(3) Provide poison control centers

with ingredient information and/or
adequate diagnostic and therapeutic
procedures to permit rapid evaluation
and treatment of accidental ingestion
or other accidental use of the cosmetic
product.

(4) Provide ingredient information
(and, when requested, ingredient sam-
ples) to a licensed physician who, in
connection with the treatment of a pa-
tient, requests assistance in determin-
ing whether an ingredient in the cos-
metic product is the cause of the prob-
lem for which the patient is being
treated.

(c) One or more of the following cos-
metic product categories should be
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